
Dockets ~anagemgnt Branch 
Food and Drug Administration 
Dept. ofHealth and Human Services 
5630 Fishers Lane Rm. 1061 HSA-305 
Rockville, MD 20857 

RE: Suppo~ for labeling of DEHP products and Petition for reconsideration, 
Docket number 99P-2077KPI. 

Catholic Healthcare West supports the Health Care Without Harm (HCWH) petition to 
the United States Food and Drug Administration (FDA), filed on October 4,200l. This 
petition for reconsideration asks the FDA grant, in part, HCIVH’s 1999 petition to: 

1. Develop a regulation or guideline to label me ical devices that leach phthalate 
plasticizers 

2. Establish a rogram to promote alternatives. 

In iis September 5,2OOI Safety Assessment of Di (Lethylhexyf) phthalate 
Released from. PVC Medical Devices, the FDA warned that SoMe medical 
from polyvinyl chlori e (PVC) may expose patients to unsafe amounts of the plasticizer 
(C,EHP). The FDA concluded that exposures to patients during the following medical 
procedures may exceed the tolerable intake of ‘DEMP: 

a Adults and infants undergoing extracorporeal membrane oxygenation (Ebb) 
therapy; 

8 Infants undergoing exchange transfusions; 
B All patients receiving enter-al nutrition; infants receiving total parenteral nutrition 

P% 
q s undergoing cardiopulmonary bypass; and 
I mg infants of mothers on hemodialysis. 

IVh.ile the FDA document does not attempt to quantitatively assess the risk posed by 
exposure of patients to DEIIIP, it does note that aggregate exposures to DEIYIP from 
multiple devices can result in doses that exceed the tolerable intake. Fur example, the FDA 
calculates that infants receiving multiple treatments in neonatal intensive care units may be 
receiving 20 times more DEl-%l? from medical device related sources than what the agency 
considers tolerable. The safety assessment also describes aggregate exposures for adult 
patients undergoing ECHO and coronary artery bypass procedures. 

Given the FDA? gs in its safety assessment, we support Heah Care Without Ilarm’s 
request that the F 

a Take formal action to implement responsive action, including identifying the 
agency’s commitments including timelines, benchmarks, medical devices and 
areas of utilization targeted, etc.; 
Initiate ~~emaking or issue a guidance consistently requiring labeling of: 

a. All PVC medical devices that, according to the FDA Safety Assessment, may 
under some circumstances leach DEHP at levels approaching or in excess of 



c. 

d. 

e. 

tolerable intake including those used to administer Total Parenteral Nutrition 
ded lipids to infants; to transfuse blood during traum 
e transfusion to neonates; during cardiopulmona~ 

All PVC medical devices that m se, when used by pregnant or potentially 
pregnant women, prenatal expo o DEHP at any level; 

All PVC medical devices that may be utilized in conjunction with Breast Pumps 
and Breast Milk and leach DEHP into the breast milk; 

All PVC medical devices that may contribute to levels of DEHP in the milk of 
feeding women where the Safety Assessment indicates 
may approach or exceed the Tolerable Intake (TI) oft 

infant; 

All PVC medical devices that may leach DEHP when use 
inadve~ently with lipid-containing nutrition or lipophilic 

All PVC medical devices that may leach DEHP that could add to the 
exposure of patients that are also undergoing a medical procedure that, 
according to the FDA Safety Assessment, may under some circumstances leac 
DEHP at levels approaching or in excess of tolerable intake; and 

All medical devices that may cause non-systemic effects as indicated in Annex 
D of the FDA Safety Assessment of DEHP medical devices. 

a market info~ation and education program that informs health care 
providers of the potential hazards of DEHP and the availability of alternatives 
that either are DEHP-free, or are not capable of leaching DEHP. Our health care 
system would welcome the opportunity to be involved in preparation of a risk 
communication strategy. 

up-to-date inventory on the FDA website and in written agency 
, such as FDA Consumer, of the medical devices on the market t 

leach plasticizers and any FDA-approved non-DEHP and non-PVC alternatives 
known to be available as substitutes. 

Finally, let me note my understanding that both the California Medic Association ad the 
American Medical Association have passed resolutions addressing th act of DEIfz’ 
leaching and urging proper product labeling and education of healthcare providers. 

Th you for your amention to this important and urgent matter. 

Susan Vickers 
Direaor of Advocacy 




